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North Frederick Ave., suite 500, Gai-
thersburg, MD 20877, or may be exam-
ined at the National Archives and 
Records Administration (NARA). For 
information on the availability of this 
material at NARA, call 202–741–6030, or 
go to: http://www.archives.gov/ 
federallregister/ 
codeloflfederallregulations/ 
ibrllocations.html. 

(2) Moisture content shall not exceed 
10 percent by weight of the final prod-
uct, as determined by the method de-
scribed in section 24.003 of the AOAC. 
See paragraph (c)(1) of this section for 
availability of the material incor-
porated by reference. 

(3) Fat content shall not exceed 0.5 
percent by weight of the final product, 
as determined by the method described 
in section 24.005 of the AOAC. See para-
graph (c)(1) of the this section for 
availability of the material incor-
porated by reference. 

(4) The additive may contain residues 
of isopropyl alcohol and ethylene di-
chloride not in excess of 250 parts per 
million and 5 parts per million, respec-
tively, when used as solvents in the ex-
traction process. 

(5) Microwave radiation meeting the 
requirements of § 179.30 of this chapter 
may be used to reduce residues of the 
solvents used in the extraction process. 

(6) The additive shall contain not in 
excess of 100 parts per million fluorides 
(expressed as F). 

(7) The additive shall be free of Esch-
erichia coli and pathogenic organisms, 
including Salmonella, and shall have a 
total bacterial plate count of not more 
than 10,000 per gram. 

(8) The additive shall have no more 
than a faint characteristic fish odor 
and taste. 

(d) When the additive is used or in-
tended for use in the household as a 
protein supplement in food for regular 
consumption by children up to 8 years 
of age, the amount of the additive from 
this source shall not exceed 20 grams 
per day (about one heaping table-
spoon). 

(e) When the additive is used as a 
protein supplement in manufactured 
food, the total fluoride content (ex-
pressed as F) of the finished food shall 
not exceed 8 ppm based on the dry 
weight of the food product. 

(f) To assure safe use of the additive, 
in addition to the other information re-
quired by the Act: 

(1) The label of consumer-sized or 
bulk containers of the additive shall 
bear the name ‘‘whole fish protein con-
centrate’’. 

(2) The label or labeling of containers 
of the additive shall bear adequate di-
rections for use to comply with the 
limitations prescribed by paragraphs 
(d) and (e) of this section. 

(3) Labels of manufactured foods con-
taining the additive shall bear, in the 
ingredient statement, the name of the 
additive, ‘‘whole fish protein con-
centrate’’ in the proper order of de-
creasing predominance in the finished 
food. 

[42 FR 14491, Mar. 15, 1977, as amended at 49 
FR 10104, Mar. 19, 1984; 54 FR 24897, June 12, 
1989] 

§ 172.395 Xylitol. 
Xylitol may be safely used in foods 

for special dietary uses, provided the 
amount used is not greater than that 
required to produce its intended effect. 

§ 172.399 Zinc methionine sulfate. 
Zinc methionine sulfate, CAS Reg. 

No. 56329–42–1, may be safely used in 
accordance with the following pre-
scribed conditions: 

(a) The additive is the product of the 
reaction between equimolar amounts of 
zinc sulfate and DL-methionine in puri-
fied water. 

(b) The additive meets the following 
specifications: 

Zinc content—19 to 22 percent. 
C5H11NO2S ‘‘DL-methionine’’—46 to 50 per-

cent. 
Cadmium—not more than 0.05 part per mil-

lion. 

(c) The additive is used in tablet form 
as a source of dietary zinc. 

[46 FR 58297, Dec. 1, 1981] 

Subpart E—Anticaking Agents 
§ 172.410 Calcium silicate. 

Calcium silicate, including synthetic 
calcium silicate, may be safely used in 
food in accordance with the following 
prescribed conditions: 

(a) It is used as an anticaking agent 
in food in an amount not in excess of 
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that reasonably required to produce its 
intended effect. 

(b) It will not exceed 2 percent by 
weight of the food, except that it may 
be present up to 5 percent by weight of 
baking powder. 

§ 172.430 Iron ammonium citrate. 
Iron ammonium citrate may be safe-

ly used in food in accordance with the 
following prescribed conditions: 

(a) The additive is the chemical 
green ferric ammonium citrate. 

(b) The additive is used, or intended 
for use as an anticaking agent in salt 
for human consumption so that the 
level of iron ammonium citrate does 
not exceed 25 parts per million (0.0025 
percent) in the finished salt. 

(c) To assure safe use of the additive 
the label or labeling of the additive 
shall bear, in addition to the other in-
formation required by the Act: 

(1) The name of the additive. 
(2) Adequate directions to provide a 

final product that complies with the 
limitations prescribed in paragraph (b) 
of this section. 

§ 172.480 Silicon dioxide. 
The food additive silicon dioxide may 

be safely used in food in accordance 
with the following conditions: 

(a) The food additive is manufactured 
by vapor phase hydrolysis or by other 
means whereby the particle size is such 
as to accomplish the intended effect. 

(b) It is used as an anticaking agent, 
subject to the following conditions: 

(1) It is used in only those foods in 
which the additive has been dem-
onstrated to have an anticaking effect. 

(2) It is used in an amount not in ex-
cess of that reasonably required to 
produce its intended effect. 

(3) [Reserved] 
(4) It is used in an amount not to ex-

ceed 2 percent by weight of the food. 
(c) It is used or intended for use as a 

stabilizer in the production of beer, and 
is removed from the beer by filtration 
prior to final processing. 

(d) It is used or intended for use as an 
adsorbent for dl-a-tocopheryl acetate 
and pantothenyl alcohol in tableted 
foods for special dietary use, in an 
amount not greater than that required 
to accomplish the intended physical or 
technical effect. 

§ 172.490 Yellow prussiate of soda. 
(a) The food additive yellow prussiate 

of soda (sodium ferrocyanide decahy-
drate; Na4Fe(CN)6·10H2O contains a 
minimum of 99 percent by weight of so-
dium ferrocyanide decahydrate. 

(b) The additive is used or intended 
for use as an anticaking agent in salt 
and as an adjuvant in the production of 
dendritic crystals of salt in an amount 
needed to produce its intended effect 
but not in excess of 13 parts per million 
calculated as anhydrous sodium ferro-
cyanide. 

[42 FR 14491, Mar. 15, 1977, as amended at 58 
FR 17098, Apr. 1, 1993] 

Subpart F—Flavoring Agents and 
Related Substances 

§ 172.510 Natural flavoring substances 
and natural substances used in con-
junction with flavors. 

Natural flavoring substances and 
natural adjuvants may be safely used 
in food in accordance with the fol-
lowing conditions. 

(a) They are used in the minimum 
quantity required to produce their in-
tended physical or technical effect and 
in accordance with all the principles of 
good manufacturing practice. 

(b) In the appropriate forms (plant 
parts, fluid and solid extracts, con-
centrates, absolutes, oils, gums, bal-
sams, resins, oleoresins, waxes, and dis-
tillates) they consist of one or more of 
the following, used alone or in com-
bination with flavoring substances and 
adjuvants generally recognized as safe 
in food, previously sanctioned for such 
use, or regulated in any section of this 
part. 

Common name Scientific name Limitations 

Aloe ................................................................ Aloe perryi Baker, A. barbadensis Mill., A. ferox Mill., 
and hybrids of this sp. with A. africana Mill. and A. 
spicata Baker.

Althea root and flowers .................................. Althea officinalis L.
Amyris (West Indian sandalwood) ................. Amyris balsamifera L.
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